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DETAILED ACTION 

1 . This Office Action is responsive to communications filed March 17 th , 2009. 
Claims 1 1 8-1 26 and 1 48-1 61 are pending in the instant application. 

Information Disclosure Statement 

2. The IDS submitted on June 6 th , 2005, March 9 th , 2007, July 3 rd , 2007, October 
2 nd , 2007, September 4 th , 2008, January 12 th , 2009, and May 19 th , 2009 have been 
considered in full by the examiner. 

3. Applicant should note that the large number of references in the attached IDS 
have been considered by the examiner in the same manner as other documents in 
Office search files are considered by the examiner while conducting a search of the 
prior art in a proper field of search. See MPEP 609.05(b). Applicant is requested to point 
out any particular references in the IDS which they believe may be of particular 
relevance to the instant claimed invention in response to this office action. 

Claim Rejections - 35 USC §112 

4. The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

5. Claim 160 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. Claim 160 recites a step of detecting transient non- 
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glucose related signal artifact performed on the calibrated data stream. The 
specification fails to provide support for such a feature. 

6. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

7. Claim 161 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

8. As to claim 1 61 , the metes and bounds of the phrase "physiologically feasibility" 
are unclear, and the specification does not provide sufficient support for what such a 
phrase means. 

Claim Rejections - 35 USC § 102 

9. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

10. Claims 118, 123-126, 148-155, 158 and 159 are rejected under 35 U.S.C. 102(b) 
as being anticipated by Parris et al. (US 2002/00261 10). 

11. As to claim 1 1 8, Parris teaches a method for processing data from a glucose 
sensor, comprising monitoring a data stream from a glucose sensor (Abs), detecting 
transient non-glucose related signals and evaluating a severity of the artifact and 
replacing at least some of the signal values with one or more estimated glucose values 
([0239-0243]). 
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12. As to claim 1 23, Parris teaches the application of one of a plurality of signal 
estimation algorithm factors in response to the severity of the signal artifacts (Fig. 13). 

13. As to claim 124, Parris teaches the application of a single algorithm with a 
plurality of parameters that are selectively applied to the algorithm (Fig. 13; several 
models use a plurality of parameters). 

14. As to claim 125, Parris teaches a plurality of distinct algorithms (Fig. 13). 

15. As to claim 126, Parris teaches the selective application of a predetermined 
algorithm that comprises a set of parameters whose values depend on the severity of 
the signal artifacts ([0248]). 

16. As to claim 148, Parris teaches replacing signal artifacts comprises outputting 
data representative of one or more of the estimated glucose values including a numeric 
representation ([0243]). 

17. As to claim 149, Parris teaches the use of filtered data streams when the signal 
artifacts meet one or more predetermined criteria. ([0176-0177] - the use of the 
predictive kinetic method is capable of being used during error causing physiological 
phenomena such as temperature). 

18. As to claim 150, Parris teaches the use of an unfiltered data stream when the 
signal artifacts do not meet one or more predetermined criteria (claim 1). 

19. As to claim 151 , Parris teaches data stream monitoring comprises receiving data 
from one of a non-invasive, minimally invasive, or an invasive glucose sensor (Fig. 1). 

20. As to claim 152, Parris teaches an enzymatic glucose sensor ([0003]). 

21 . As to claim 1 53, Parris teaches the monitoring of a pH ([01 71 ]). 
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22. As to claim 154, Parris teaches the use of linear regression ([0124]). 

23. As to claim 155, Parris teaches continual correction ([0072]). 

24. As to claim 158, Parris teaches the discarding of signal artifacts (error correction 
inherently throws out the signal artifacts). 

25. As to claim 1 59, Parris teaches the calibration of the data stream ([001 0]). 

Claim Rejections - 35 USC § 103 

26. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

27. Claims 156 and 157 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Parris et al. (US 2002/00261 10). 

28. As to claims 1 56 and 1 57, Parris does not explicitly state the initiation of an 
artifacts replacement step when the artifacts meet one or more predetermined data and 
the termination of the step if it does not. However, it would have been obvious to one of 
ordinary skill in the art to initiate error correction when artifacts are detected. As such, it 
would have been obvious to one of ordinary skill in the art to modify the method of 
processing sensor data as taught by Parris to be utilized in the event an artifact is 
detected. 

29. Claim 160 is rejected under 35 U.S.C. 103(a) as being unpatentable over Parris 
et al. (US 2002/00261 1 0) in view of Goode, JR. et al. 
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30. As to claim 160, Parris does not teach the step of detecting non-glucose related 
artifacts to be performed on the calibrated data stream. However, Goode teaches an 
analyte sensor with an initial calibration and re-calibration of the sensor. As such, it 
would have been obvious to one of ordinary skill in the art to modify the method for 
processing data taught by Parris to further process the removal of signal artifacts on a 
pre-calibrated data stream. 



Allowable Subject Matter 

31 . Claims 1 1 9-1 22 are objected to as being dependent upon a rejected base claim, 
but would be allowable if rewritten in independent form including all of the limitations of 
the base claim and any intervening claims. 

32. As to claim 1 19-122, the prior art of record fails to teach or fairly suggest a 
method, as claimed by Applicant, wherein the severity evaluation is based on an 
amplitude, duration, rate-of-change, or a frequency content of the transient non-glucose 
related signal artifact. 

33. Claim 161 would be allowable if rewritten to overcome the rejection(s) under 35 
U.S.C. 112, 2nd paragraph, set forth in this Office action and to include all of the 
limitations of the base claim and any intervening claims. 

34. As to claim 161 , the prior art of record fails to teach method as claimed by 
Applicant including a signal artifacts replacement step comprising the measurement of 
at least one of rate of change, acceleration, and physiologically feasibility of one or 
more calibrated glucose values. 



Application/Control Number: 10/648,849 
Art Unit: 3735 



Page 7 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to CHRISTIAN Y. JANG whose telephone number is 
(571)270-3820. The examiner can normally be reached on Mon. - Fri. (8AM-5PM) 
EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Charles Marmor II can be reached on 571-272-4730. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Charles A. Marmor, II/ 
Supervisory Patent Examiner 
Art Unit 3735 

CJ 

/C. Y. J./ 

Examiner, Art Unit 3735 
6/17/09 
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